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Title  21 — Food  and  Drugs 
CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

(Docket  No.  76N-02:61 

ADMINISTRATIVE  FUNCTIONS, 
PRACTICES  AND  PROCEDURES 

Redesignation  of  Subpart 

The  Food  and  Drug  Administration 
(FDA)  is  redesignating  existing  Subpart 
F  of  the  administrative  procedural  reg¬ 
ulations  on  public  hearings  as  Subpart  B 
to  allow  for  the  placement  of  a  new 
Subpart  C  in  the  proper  numerical 
sequence. 

In  the  Federal  Register  of  May  27, 
1975  (40  FR  22950),  the  Commissioner 
of  Food  and  Drugs  issued  regulations 
governing  a  broad  range  of  FDA  admin¬ 
istrative  practices  and  procedures.  The 
May  27,  1975  regulations  w'ere  subse¬ 
quently  withdrawn  and  reissued  as  a  pro¬ 
posal  (published  in  the  Federal  Regis¬ 
ter  of  September  3, 1975  (40  FR  40682) ) . 
The  Commissioner  has  concluded  that  it 
is  more  reasonable  to  issue  several  sep¬ 
arate  final  regulations  based  on  individ¬ 
ual  Issues  and  subparts  rather  than  at¬ 
tempting  to  address  all  of  the  diverse 
comments  submitted  on  the  proposal  in  a 
single  final  order. 

Elsewhere  in  this  issue  of  the  Federal 
Register,  Subpart  C.  (§§  2.200  through 
2.209  (21  CFR  2.200  through  2.209)) 
governing  informal  public  hearings  be¬ 
fore  a  Public  Board  of  Inquiry,  is  being 
published  as  a  final  order.  Since  Subpart 
C  will  issue  as  the  first  final  regulation, 
and  since  the  section  numbers  are  in 
a  higher  range  than  the  existing  Sub¬ 
part  F,  (SI2.48  through  2.104),  it  is 
necessary  to  redesignate  existing  Sub¬ 
part  F  of  Part  2  as  Subpart  B  of  Part  2. 
The  Commissioner’s  redesignation  of 
Subpart  F  as  Subpart  B  should  in  no  way 
be  construed  as  a  withdrawal  of  the  pro¬ 
posal  to  amend  the  pr(x;edures  govern¬ 
ing  formal  evidentiary  public  hearings, 
which  was  proposed  as  Subpart  B  of 
Part  2.  To  provide  continuity  during  the 
transfer,  the  references  to  Subpart  F  are 
also  being  amended  at  this  time.  The 
section  numbers  will  remain  the  same. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  701(a),  52 
Stat.  1055  (21  U.S.C.  371(a))  and  under 
authority  delegated  to  the  Commissioner 
(21  CTFR  2.120),  Chapter  I  of  Title  21 
of  the  Code  of  Federal  Regulations  is 
amended  as  follows: 

PART  2— ADMINISTRATIVE  FUNCTIONS, 
PRACTICES,  AND  PROCEDURES 

Subpart  B — Public  Hearings 

1.  By  redesignating  Subpart  F  sis  Sub¬ 
part  B  to  read  as  set  forth  above. 

§§  2.4«,  2.31,  2.33,  2.37,  2.73  [Amended] 

2.  In  §§2.48,  2.51,  2.53,  2.57,  and  2.73 
by  chanjdng  the  reference  “Subpart  F’’ 
to  read  “Subpsirt  B.” 

PART  B— COLOR  ADDITIVES 
§  8.21  [Amended] 

3.  In  §  8.21  by  changing  the  reference 
“Subpart  P”  to  resui  “Subpart  B.” 


PART  430— ANTIBIOTIC  DRUGS; 

GENERAL 

§  430.20  [Amended] 

4.  In  §  430.20,  paragraphs  (c),  (d)  (10) 
(v),  (e),  and  (f)  are  sunended  by  chang¬ 
ing  the  reference  “Subpart  F”  to  read 
“Subpart  B.” 

The  chsmges  being  made  are  nonsub- 
stsmtive  and  for  this  reason  notice  and 
public  procedure  are  not  prerequisites  to 
this  promulgation. 

Effective  date:  This  amendment  shall 
become  effective  June  28,  1976. 

Dated:  June  10, 1976. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.76-18449  Filed  6-25-76:8:45  am) 


(Docket  No.  76N-01681 

PART  2— ADMINISTRATIVE  PRACTICES 
AND  PROCEDURES 

Public  Hearing  Before  a  Public  Board  of 
Inquiry 

The  Food  and  Drug  Administration 
(FDA)  is  establishing  procedures  for  an 
informal  public  hearing  before  a  Public 
Board  of  Inquiry  (Board) .  A  hearing  be¬ 
fore  a  Board  would  be  an  alternative  to 
a  formal  trial-type  hearing,  and  could 
be  requested  by  any  person  who  would 
otherwise  have  a  statutory  right  to  a 
formal  evidentiary  hearing.  Such  a  hear¬ 
ing  would  be  conducted  in  the  form  of  a 
scientific  inquiry  rather  than  a  legal 
trial.  These  regulations  shall  be  effective 
July  28,  1976. 

In  the  Federal  Register  of  May  27, 
1975  (40  FR  22950),  the  Commissioner 
of  Pood  and  Drugs  issued  regulations 
governing  a  broad  range  of  PDA  admin¬ 
istrative  practices  and  procedures.  Sub¬ 
part  C  of  those  regulations,  §  2.200 
through  2.209  (21  C!PR  2.200  through 
2.209),  consisted  of  rules  governing  in¬ 
formal  public  hearings  before  a  Board. 
Although  they  were  published  as  final 
regulations,  the  CJommissioner  allowed 
90  days  for  comment  and  delayed  their 
effective  date  for  2  months. 

On  July  31,  1975,  the  United  States 
District  Court  for  the  District  of  Colum¬ 
bia  issued  an  Order  permanently  en¬ 
joining  the  Commissioner  from  issuing 
the  regulations  “without  complying,  as  a 
condition  precedent,  with  the  require¬ 
ments  of  section  553  of  the  Administra¬ 
tive  Procedure  Act,  5  U.S.C.  553.”  “Amer¬ 
ican  College  of  Neuropsychopharma¬ 
cology  V.  Weinberger,  et  al.”.  Civil  Action 
No.  75-1187.  Accordingly,  in  the  Federal 
Register  of  August  4, 1975,  40  m  32750) , 
the  Commissioner  stayed  the  effective¬ 
ness  of  the  regulations  until  further  no¬ 
tice,  Pursuant  to  the  Court’s  Order,  the 
Commissioner  had  the  Court’s  Findings 
of  Pact,  Conclusions  of  Law,  and  Order 
published  in  the  Pederal  Register  of 
August  6,  1975  (40  PR  33063).  Rather 
than  appeal  the  District  Court’s  ruling, 
the  Commissioner  concluded  that  the 
more  appropriate  course  would  be  to  re¬ 
publish  the  May  27  regulations  as  a  pro¬ 


posal.  This  was  done  on  September  3, 
1975  (40  PR  40682),  and  30  additional 
days  were  allowed  for  comment. 

When  the  entire  set  of  procedural 
regulations  was  republished  as  a  proposal 
for  comment,  the  Commissioner  recog¬ 
nized  that  it  might  ultimately  prove 
desirable  to  issue  individual  subparts  as 
separate  final  regulations.  The  relative 
sparsity  of  comments  on  proposed  Sub¬ 
part  C,  Public  Hearing  before  a  Public 
Board  of  Inquiry,  together  with  the 
greater  attention  paid  to  other  provi¬ 
sions  of  the  proposal,  makes  it  appro¬ 
priate  to  issue  Subpart  C  as  final  regu¬ 
lations  at  this  time  without  waiting  for 
the  completion  of  other  subparts  of  the 
September  3,  1975  proposal.  Publication 
of  Subpart  C  will  also  enable  the  agency 
to  convene  a  Board  of  Inquiry  the  first 
time  one  is  requested  or  determined  to 
be  appropriate.  The  Commissioner  sees 
no  advantage  in  postponing  publication 
of  Subpart  C  as  final  regulations  imtil 
the  comments  on  the  remaining  subparts 
have  been  evaluated  and  any  necessary 
revisions  in  the  proposed  regulations 
have  been  agreed  upon  within  the 
agency.  Accordingly,  Subpart  C  is  being 
published  as  the  first  of  several  final 
regulations  codifying  the  agency’s  ad¬ 
ministrative  procedures  that  will  appear 
in  future  Issues  of  the  Federal  Register. 

While  PDA  received  a  total  of  160  com¬ 
ments  on  the  entire  set  of  proposed  pro¬ 
cedural  regulations,  only  7  were  on  Sub¬ 
part  C — ^Public  Hearing  before  a  Public 
Board  of  Inquiry.  None  of  these  seven 
comments  identified  fundamental  prob¬ 
lems  with  the  proposed  regulations,  and 
Subpart  C  final  regulations  reflect  no 
major  changes  from  the  original  pro¬ 
posal. 

The  comments  received  and  the  Com¬ 
missioner’s  evaluation  of  each  are  dis¬ 
cussed  below’. 

Analysis  of  and  Response  to  Comments 

1.  One  comment  opposed  use  of  a 
Board  on  the  ground  that  the  private 
party  wishing  a  hearing  helps  select  the 
Board  members.  The  comment  asserted 
that  this  procedure  is  unprecedented  in 
the  courts  and,  to  its  knowledge,  unprece¬ 
dented  in  other  administrative  agencies. 

The  Commissioner  concludes  that 
there  is  nothing  inappropriate  in  per¬ 
mitting  parties  to  participate  in  sub¬ 
mitting  nominees  from  which  the  Board 
members  will  be  selected.  Section  2.202 
(a)  requires  that  all  members  be  qualified 
as  experts  in  the  issues  to  be  heard  and 
be  free  from  bias  or  prejudice.  Moreover, 
each  party  is  required  to  submit  five 
nominees,  thereby  assuring  that  the 
Commissioner  will  not  be  unduly  re¬ 
stricted  in  choosing  Board  members. 
These  criteria  assure  that  it  wil  be  pos¬ 
sible  to  select  suitable  members. 

The  Commissioner  wishes  to  make 
clear  that  the  provision  for  the  sub¬ 
mission  of  nominees  for  a  Board  by  the 
parties  to  the  proceeding  is  not  designed 
to  permit  persons  or  organizations  with 
an  interest  in  the  outcome  to  designate 
members  who  are  expected  to  represent 
their  view’point.  The  purpose  is  to  assure 
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that  the  Commissioner  has  a  cross-sec¬ 
tion  of  qualified  nominees  from  which  to 
select  a  tribimal  whose  members  are  ex¬ 
pected  to  provide  their  best  independent 
ju^ment  on  the  merits  of  a  controversy. 
A  ccmimltment  to  represent  a  particular 
viewpoint  or  interest  will  disqualify  a 
nonxlnee  for  consideration  as  a  Board 
member. 

2.  One  comment  stated  that  govern¬ 
mental  decisions  must  be  made  by  pub¬ 
lic  officials  because  assertedly.  “outsid¬ 
ers”  are  not  as  accountable  as  civil  serv¬ 
ants  for  their  decisions,  are  frequently 
ill-informed  about  “regulatory  matters” 
even  if  technically  well  qualified,  and  are 
not  subject  to  the  strict  conflict-of-inter¬ 
est  prohibitions  that  apply  to  civil  serv¬ 
ants.  The  comment  stressed  that  a  Board 
will  make  the  initial  decision  on  regula¬ 
tory  matters  and  that  its  decision  may 
bec(mie  final  unless  the  Commissioner 
Intervenes. 

The  Commissioner  advises  that  he  re¬ 
mains  accountable  for  all  FDA  decisions. 
Under  the  procedures  for  a  Board,  the 
final  decision  is  effectively  made  by  the 
Commissioner,  either  by  formally  affirm¬ 
ing,  modifying,  or  rejecting  the  decision 
of  the  Board  or  by  reviewing  the  decision 
of  the  Board  and  determining  to  leave  It 
undisturbed.  The  fact  that  the  Board 
may  make  an  initial  decision  on  a  reg¬ 
ulatory  matter  which  may  become  final 
if  the  Commissioner  chooses  not  to  in¬ 
tervene  does  not  indicate  abdication  of 
regulatory  responsibility  to  the  Board. 
The  initial  decision  of  any  Board  will  be 
carefully  reviewed  by  the  Office  of  the 
Commissioner  and  the  bureau  concerned. 
The  bureau  may  appeal  the  Board’s  rul¬ 
ing  to  the  Commissioner,  as  may  any 
other  aggrieved  party,  and  the  Commis¬ 
sioner  may  review  the  decision  on  his 
own  initiative.  This  procedure  provides 
ample  assurance  that  the  agency  will 
consider  fully  the  consequences  of  any 
decision  made  by  a  Board. 

Ihe  Commissioner  also  rejects  the  con¬ 
clusion  that  Board  members  would  be 
Insufficiently  informed  about  “regulatory 
matters,”  which  the  Commissioner  un¬ 
derstand  to  involve  the  application  of 
scientific  principles  to  the  administration 
or  enforcement  of  particular  statutes.  A 
Board  is  envisioned  principally  as  a  sub¬ 
stitute  for  a  formal  evidentiary  hearing, 
which  would  be  presided  over  by  an  ad¬ 
ministrative  law  judge  who  might  be  no 
better  informed  about  the  agency’s  reg¬ 
ulatory  program  than  members  of  a 
Board.  All  pertinent  information  about 
regulatory  matters  will  be  brought  to  the 
attention  of  the  Board  by  the  FDA  bu¬ 
reau  involved.  Moreover,  the  Commis¬ 
sioner,  in  reviewing  the  decision  of  the 
Board,  can  weigh  the  regulatory  impli¬ 
cations  of  the  decision. 

The  suggestion  that  Board  members 
would  not  be  subject  to  the  same  con¬ 
flict-of-interest  prohibitions  as  reg¬ 
ular  FDA  employees  Is  simply  not  cor¬ 
rect.  Board  members  would  be  special 
government  employees,  as  defined  In  18 
U.S.C.  202,  and.  In  their  regulatory  ca¬ 
pacity,  would  be  subject  to  the  same 
statutory  conflict-of-interest  restric¬ 


tions  as  govern  full-time  agency  em¬ 
ployees. 

3.  One  comment  stated  that  Board 
members  should  not  have  “ties”  to  those 
who  ncKninated  them.  Another  comment 
expressed  concern  that  Board  members 
may  have  a  financial  interest  in  the  out¬ 
come  of  the  decision,  including  stock 
ownership  in  the  company  involved  or  in 
other  companies  marketing  a  similar  or 
competing  product,  or  may  be  employed 
by  such  a  company.  The  comment  ac¬ 
knowledged  that  the  Board  members  are 
subject  to  the  conflict-of-interest  rules 
applicable  to  special  government  em¬ 
ployees,  but  asserted  that  such  rules  are 
weak  and  allow  for  the  issuance  of  ex¬ 
emptions. 

■nie  Commissioner  notes  that  under 
S  2.202,  a  Board  member  is  subject  to 
the  conflict-of-interest  restrictions  and 
must  be  free  from  bias  or  prejudice  with 
respect  to  the  issues  involv^.  Accord¬ 
ingly,  any  nominee  who  had  a  significant 
relationship  to  a  party  to  the  hearing 
would  be  ineligible  to  serve  as  a  Board 
member.  Under  18  U.S.C.  208,  a  special 
Government  employee — a  class  that  will 
include  all  members  of  any  Public  Board 
of  Inquiry — is  prohibited  from  having 
any  financial  interest  in  the  outcome  of 
a  decision  imless  a  specific  exemption 
has  been  granted.  Stock  ownership  in  or 
an  employment  relationship  to  com¬ 
panies  having  a  financial  interest  in  the 
decision  of  the  Board  would  thus  be  pro¬ 
hibited.  The  Commissioner  does  not  con¬ 
template  granting  exemptions  in  such 
cases.  The  Commissioner  concludes  that 
these  basic  criteria  are  sufficient  to  en- 
members  and  the  integrity  of  the  pro- 
sure  the  independence  of  the  Board 
ceeding. 

4.  One  comment  suggested  a  major  re¬ 
vision  in  the  procedures  for  a  Board 
convened  to  resolve  an  issue  concerning 
approval  or  withdrawal  of  a  new  animal 
drug  or  animal  feed  or  water  additive. 
The  comment  suggested  that  a  Board 
should  be  required  to  be  held  if  the  per¬ 
son  requesting  a  hearing  demanded  one, 
whereas  imder  the  proposed  regulations 
the  Commissioner  could  choose  to  refuse 
the  request  and  instead  order  an  evi¬ 
dentiary  hearing  to  be  held  before  an 
administrative  law  judge. 

The  comment  also  suggested  a  differ¬ 
ent  means  of  selecting  Board  members. 
According  to  the  comment,  the  Board 
should  consist  of  one  person  selected  by 
the  Commissioner  from  the  nominees  of 
(1)  the  American  Society  of  Animal  Sci¬ 
ence,  (2)  the  National  Academy  of 
Sciences  (or,  alternatively,  a  public 
member),  and  (3)  the  Industrial  Veteri¬ 
narians  Association,  and  in  addition,  one 
person  from  the  nominees  submitted  by 
the  livestock  association  concerned  with 
the  tjT?e  of  animals  covered  by  the  par¬ 
ticular  drug  or  food  additive  under  con¬ 
sideration.  For  example,  if  the  drug  to 
be  evaluated  was  for  use  in  beef  cattle, 
under  the  suggested  procedure  the  Amer¬ 
ican  National  Cattlemen’s  Association 
would  submit  a  group  of  nominees  from 
which  the  Commissioner  would  select  one 
Board  member.  (Other  specified  asso¬ 


ciations  and  societies  were  named  for 
the  other  animal  groups:  The  American 
Society  of  Dairy  Science,  The  National 
Pork  Producers  Council,  The  National 
Wool  Growers  Association,  ’The  Sheep 
Producers  Council,  The  American  Asso¬ 
ciation  of  Equine  Practitioners,  The 
Poultry  Science  Association  (in  lieu  of 
nominees  from  the  American  Society  of 
Animal  Science),  The  National  Broiler 
Council,  ’The  Turkey  Federation,  The 
American  Animal  Hospital  Association 
(for  non-food-producing  animals  other 
than  equine)  and  ’The  American  Feed 
Manufacturers  Association  (when  the  is¬ 
sue  concerned  the  addition  of  a  drug  to 
the  feed  of  any  animal) .)  Under  the  sug¬ 
gested  procedure,  the  Commissioner 
would  choose  an  additional  person  to  be 
chairman  of  the  Board.  The  comment 
contended  this  approach  was  justified  by 
differences  between  veterinary  and  hu¬ 
man  medicine.  'The  comment  asserted 
that  specialists  in  hiunan  medicine  are 
disease  or  system-oriented,  while  vet¬ 
erinary  medical  specialists  are  species- 
oriented.  The  comment  stated  that 
veterinarians  are  qualified,  and  fre¬ 
quently  board-certified,  in  such  fields  as 
bovine,  swine,  ovine,  or  small  animal 
medicine  and  contended  that  the  sug¬ 
gested  revision  in  composition  would 
ensure  that  the  Board  had  sufficient 
breadth  to  expertise. 

The  comment  also  urged  that  repre¬ 
sentatives  of  the  bureau  and  applicant, 
but  no  others,  should  be  permitted  to  be 
present  at  most  deliberative  sessions  of 
the  Board,  noting  that  under  the  pro¬ 
posed  regulations  such  sessions  would  be 
closed  to  all  outside  parties  as  are  a 
multi-judge  court’s  deliberative  ses¬ 
sions. 

The  Commissioner  is  not  persuaded 
that  the  procedure  for  selecting  Board 
members  suggested  by  the  comment 
would  produce  a  more  qualified  Board 
than  the  procedme  proposed.  ’The  ex¬ 
pertise  required  of  Board  members  will 
vary  from  issue  to  issue.  Consequently, 
identifying  specific  organizations  in  the 
regulations  as  the  source  of  nominees 
would  prove  inadequate  to  assure  the 
best  qualified  meml^rs.  For  example,  a 
Board  dealing  with  issues  involving  ani¬ 
mal  drugs  and  feed  additives  used  in 
food-producing  animals  would  very  often 
have  to  concern  itself  with  questions  of 
human  food  safety.  Although  the  sug¬ 
gested  procedure  might  produce  a  Board 
familiar  with  particular  animal  species, 
the  procedure  would  likely  prove  to  be 
too  restrictive  to  assure  Board  members 
qualified  to  evaluate  issues  involving 
human  food  safety.  Moreover,  naming 
particular  organizations  in  the  regula¬ 
tions  as  the  source  of  nominees  would 
imply  FDA  endorsement  of  the  organiza¬ 
tions’  expertise  and  impartiality  and  en¬ 
courage  an  erroneous  belief  that  nomi¬ 
nees  for  a  Board  are  chosen  to  represent 
the  interests  of  a  particular  organization. 

The  Commissioner  concludes  that  the 
established  procedure  provides  ample  as- 
sm*ance  that  issues  relating  to  animal 
drugs  and  feed  additives  will  be  properly 
considered.  The  participants  in  such  a 
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hearing  may  put  before  the  Board  any 
scientific  Information  which  they  b^eve 
it  should  ccmsld^r.  Consequently,  the  nec¬ 
essity  for  Board  expertise  In  each  par¬ 
ticular  species  In  adilch  the  product  in¬ 
volved  Is  being,  or  is  to  be,  used  is  not 
essential 

The  Commissioner  also  concludes  that 
he  should  retain  the  discretion  to  order 
the  holding  of  a  formal  evidentiary 
hearing  even  when  a  Board  has  been  re¬ 
quested  by  the  objecting  parties.  Con¬ 
ceivably,  certain  Issues  may  be  more 
fully  explored  or  more  expeditiously  re¬ 
solved  In  a  formal  evidentiary  hearing 
than  by  a  board  of  slcentlfic  experts. 

Hie  Commissioner  rejects  the  sugges¬ 
tion  that  representatives  of  the  bureau 
and  applicant  should  be  present  at  most 
deliberative  sessions  of  the  Board.  It 
would  not  be  appropriate  to  permit  only 
some  of  the  participants  to  be  present  at 
othmvlse  closed  sessions  of  the  Board. 
Such  a  procedure  would  allow  the  In¬ 
troduction  of  evidence  and  argument  to 
which  the  other  participants  would  Lave 
no  opportunity  to  respond  and,  thus,  vi¬ 
olate  a  basic  tenet  of  administrative  due 
process.  The  Commissioner  concludes 
that  the  Board  should  be  permitted  to 
deliberate  in  private  when  necessary  to 
facilitate  thorough  and  candid  discus¬ 
sion  of  the  Issues,  Just  as  courts  and 
Juries  are  permitted  to  do. 

5.  One  comment  dealt  with  the  pro¬ 
vision  in  §  2.202(c),  which  states  that 
the  Commissioner  shall  choose  one 
Board  member  from  the  lists  of  nomi¬ 
nees  submitted  by  the  director  of  the 
bureau  and  by  any  person  who  Is  not  a 
party  but  whose  petition  Is  the  subject 
of  the  hearing.  The  comment  urged  that 
these  two  sources  of  nominees  should 
not  be  grouped,  as  their  interests  and 
points  of  view  are  likely  to  differ  signi¬ 
ficantly.  The  comment  suggested  tbat 
the  Ccanmlssloner  should  be  required  to 
select  one  of  the  Board  membdl^  from 
the  list  submitted  by  a  nonparty  peti¬ 
tioner  if  that  petitioner  is  not  a  r^:u- 
lated  person  with  a  commercial  interest 
in  the  Issue  before  the  Board. 

Hie  Commissioner  notes  that  the  only 
circumstance  In  which  a  petitioner  would 
not  be  a  party  to  a  hearing  before  a 
Board  would  be  when  PHA  had  taken  the 
action  sought  by  the  petitioner.  In  such 
circumstances,  FDA  and  the  nonparty 
petitioner  would  be  in  substantial  agree¬ 
ment  as  to  the  basic  propriety  of  the  ac¬ 
tion  under  review,  and  the  nominees 
frmn  the  two  sources  can  appropriately 
be  considered  together. 

6.  One  comment  contended  that  the 
entire  concept  of  a  Board  serves  the  in¬ 
terest  of  Industry  and  excludes  partici¬ 
pation  of  consumers.  The  ccxnment  stated 
that  the  rights  given  to  participate  in  the 
sdection  of  at  least  one  Board  member 
and  to  “veto”  FDA  employees  (since  em¬ 
ployees  may  be  Board  members  only  with 
the  agreement  of  all  parties)  are  rights 
accorded  only  to  parties.  Hie  comment 
stated  that  FDA  has  defined  parties  in 
such  a  way  to  exclude  consumer  groups 
in  most  instances. 

The  Comml8sl(mer  points  out  that  par¬ 
ties  to  a  Board  that  is  hdd  In  place  of  a 


formal  evidentiary  hearing  are  those 
persons  who  have  objected  to  agency  ac¬ 
tion  and  requested  a  hearing.  Consumer 
groups  have  frequently  objected  to  agen¬ 
cy  action  In  the  past,  including  the  ac¬ 
tion  on  which  the  first  Board  was  origi¬ 
nally  scheduled  to  be  convened,  and  in 
such  circumstances  would  be  parties  to 
a  Board.  Where  consumer  groups  have 
not  objected  to  agency  action  that  is  sub¬ 
ject  to  a  request  for  hearing,  it  is  pre¬ 
sumably  because  they  are  in  substantial 
agreement  with  the  agency’s  position  and 
their  views  would  therefore  adequatdy 
be  represented  by  the  FDA  bureau  in¬ 
volved.  Moreover,  with  the  exception  of 
the  right  to  submit  nominees  for  Board 
membership,  nonparty  partlcipcuits  have 
the  same  rights  before  the  Board  as  par¬ 
ties.  Consiimer  participation  in  a  Board 
is  therefore  not  excluded  even  when  in¬ 
dividual  consumers  or  consumer  groups 
file  no  objections. 

7.  One  comment  opposed  the  condi¬ 
tion  that  a  person  must  waive  his  right 
to  demand  a  formal  evidentiary  hearing 
before  he  can  obtain  a  hearing  before 
a  Board,  or  before  an  advisory  commit¬ 
tee.  Hie  comment  pointed  to  the  Pesti¬ 
cide  CSiemlcals  Amoidment  of  1954  (21 
UB.C.  346a)  as  an  instance  in  which 
Congress  provided  a  scientific  review 
mechanism  without  exacting  a  waiver  of 
the  right  to  a  trial-type  hearing.  Hie 
comment  urged  that,  at  least  until  these 
new  procedures  are  tried  and  perfected, 
they  should  be  available  without  waiver 
of  the  right  to  an  evidentiary  hearing. 

The  Commissioner  concludes  that  It 
would  rarely  be  in  the  public  interest  to 
afford  parties  an  opportunity  to  insist 
upon  a  formal  evidentiary  hearing  after 
a  hearing  had  been  held  before  a  Board. 
It  would  not  be  efficient  to  convene  a 
Board  If  the  losing  party  could  subse¬ 
quently  relltlgate  the  same  Issues  before 
an  administrative  law  judge.  Instead  of 
facilitating  the  administrative  disposi¬ 
tion  of  contested  issues,  such  an  iq>- 
proach  would  be  sure  to  prolong  their 
resolution.  Under  the  regulations  no  per¬ 
son  Is  required  to  waive  his  light  to  a 
formal  evidentiary  hearing  or  to  accede 
to  a  public  hearing  before  a  Board  or 
before  an  advisory  cmnmlttee;  an  alter¬ 
native  form  of  hearing  will  be  conducted 
only  if  agreed  to  by  all  parties  having 
a  right  to  a  trial-type  hearing.  The  Com¬ 
missioner  concludes  that  a  single  hearing 
should  ordinarily  be  sufficient  to  resolve 
any  factual  disputes  that  may  rise. 

In  rare  cases,  however,  the  Commis¬ 
sioner,  on  his  own  initiative,  may  de¬ 
termine  that  a  Board  should  be  con¬ 
vened  to  consider  a  matter  before  reach¬ 
ing  an  Initial  agency  decision,  even 
though  that  decision  might  be  subject  to 
objections  that  would  require  a  formal 
evldentlan^  hearing.  For  example,  the 
Commissioner  may  conclude  that  it  is 
appropriate  to  submit  the  question  of  the 
safety  of  a  food  additive  to  a  Board  prior 
to  a  formal  decision  to  approve  or  dis¬ 
approve  marketing.  Any  party  objecting 
to  the  agency’s  resulting  decision  would 
be  statutorily  entitled  to  a  formal  evi¬ 
dentiary  hearing.  In  such  a  case,  the 
Commissioner  would  ordinarily  deny  any 


request  that  the  second  hearing  on  the 
matter  be  conducted  before  a  Board. 

8.  One  comment  stated  that  IS  2.200 
(c).  2.300(a)(3),  and  2.400(e)  should 
make  clear  that  a  person  asserting  a 
right  to  a  formal  evidentiary  hearing 
may  request  a  hearing  before  a  Board  (or 
before  an  advisory  committee  or  before 
the  Commissioner)  if  his  request  for  a 
formal  evidentiary  hearing  is  denied, 
without  waiving  his  right  to  Judicial  re¬ 
view  of  that  deniaL 

Ihe  Commissioner  agrees  that  a  person 
asserting  a  right  to  a  formal  evidentiary 
hearing  may  request  a  hearing  before  a 
Board  (or  before  an  advisory  committee 
or  before  the  Commissioner)  if  his  re¬ 
quest  for  a  formal  evidentiary  hearing  is 
denied.  Such  a  request  would  not  be  pur¬ 
suant  to  !§  2.200(c),  2.300(a)(3),  and 
2.400(c) .  however,  but  would  be  in  a  form 
of  a  petition  to  the  Commissioner  to 
exercise  his  discretion  to  hold  such  a 
heu^  imder  {{ 2.200(a).  2.300(a)(1) 
or  2.400(a) .  Thus,  no  waiver  of  any  right 
to  a  formal  hearing  would  be  implied.  It 
should  be  noted,  however,  that  after  a 
denial  of  a  hearing,  a  request  to  the 
Commissioner  to  convene  a  hearing  on 
his  own  Initiative  would  not  delay  the 
time  provided  by  statute  for  seeking 
Judicial  review  of  the  denial  of  a  formal 
evidentiary  hearing. 

9.  One  comment  opposed  the  require¬ 
ment  that  Board  monbers  must  be  “free 
from  bias  or  prejudice  with  respect  to 
the  Issues  Involved.**  as  required  by 
S  2.302(a).  The  comment  asserted  that 
the  best  experts  are  very  likely  to  have 
published  their  views  on  the  Issues  at 
hand  and  are  otherwise  likely  to  have  an 
active  scholarly  and  professkmal  life. 
The  comment  stated  that  in  a  recent  in¬ 
stance  FDA  had  advised  certain  mem¬ 
bers  of  an  agency  advisory  committee 
that  if  they  participated  in  a  private 
seminar  conducted  by  a  public  Interest 
group  ttiey  would  risk  removal  from  the 
committee  on  groimds  of  bias.  The  com¬ 
ment  stated  that  if  “bias”  were  defined  in 
a  restricted  fashion,  FDA  advisers  would 
be  inhibited  from  speaking  on  technical 
Issues  and  Board  members  will  be  chosen 
because  of  lack  of  publications  and 
activity  In  their  field. 

The  Commlssl<mer  anticipates,  and  in¬ 
deed  hopes,  that  Board  members  would 
ordinarily  be  active  in  the  scientific  field 
pertinent  to  the  Inquiry.  The  Commis¬ 
sioner  concludes,  however,  that  It  would 
not  be  appropriate  to  have  as  Board 
members  persons  who  had  already 
reached  conclusions  on  the  factual  Issues 
before  the  Board.  Public  confidence  in 
the  Integrity  of  the  decisions  of  a  Board 
would  be  Jeopardized  If  Its  members  were 
known  to  have  already  formed  opinions 
on  the  very  issues  on  which  they  will 
hear  evidence. 

Similarly,  it  is  the  policy  of  FDA  that 
manbers  of  advisory  committees  should 
refrain  from  participating  in  meetings 
where  they  might  be  called  on  to  ex¬ 
press  views  on  issues  that  are  before 
their  committee.  It  would  be  lnaiH>n^iri- 
ate  f  or  an  advisory  committee  member  to 
announce  his  ctmclusions  on  such  an 
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issue  before  he  had  considered  all  the 
evidence  before  the  committee  and  par¬ 
ticipated  in  deliberations  with  the  other 
members.  The  same  restraints  should 
apply  to  Bosjrd  members.  Accordingly,  a 
nominee  could  not  be  appointed  if  there 
were  a  genuine  lltceUhood  that  he  or  she 
prejudged  an  issue  to  be  sutenitted 
for  decision  by  the  Board. 

10.  One  comment  stated  that  each 
member  of  an  advisory  committee  or 
Board  should  be  required  to  write  a  de¬ 
tailed  individual  opinion.  The  comment 
asserted  that  only  imder  such  a  con¬ 
straint,  if  then,  would  these  members 
perform  careful  scientific  work.  The  com¬ 
ment  asserted  that  in  the  past  out¬ 
side  experts  advising  the  agency  have 
engaged  in  sloppy,  ill-informed  declslmi- 
making. 

The  Commissioner  does  not  agree  that 
requiring  each  member  of  an  advisory 
committee  or  Board  to  write  an  indi¬ 
vidual  opinion  is  necessary  to  assure  a 
soimd  or  reasoned  decision.  It  is  accepted 
practice  that  all  members  of  collegial 
bodies  need  not  routinely  write  separate 
opinions.  No  different  rule  would  seem 
to  be  appropriate  in  the  case  of  FDA 
panels.  Parties  who  believe  that  a  panel 
has  reached  an  unsound  result  may  ad¬ 
dress  their  contentions  to  the  Commis¬ 
sioner  within  the  context  of  an  admin¬ 
istrative  appeal.  The  Commissioner  notes 
that  the  regiilations  assure  any  Board 
member  or  advisory  committee  member 
the  right  to  issue  a  separate  opinion. 

11.  One  comment  stated  that  §  2.204(e> 
should  be  revised  to  refiect  that  S  2.5(J) 
places  certain  restrictions  on  the  dis¬ 
closure  of  Information  submitted  to  a 
Board. 

The  Commissioner  agrees,  and  the 
reference  in  S  2.204(e)  has  been  changed 
from  §  2.207(c)  to  {  2.208.  This  incorrect 
reference  has  also  been  changed  in 
12.204(b). 

Changes  In  Proposed  Regxtlations 

12.  Certain  of  the  regulations  in  Sub¬ 
part  C  contain  references  to  other  sec¬ 
tions  of  the  proposed  procedural  regula¬ 
tions  that  have  not  yet  been  published 
in  final  form.  For  the  purpose  of  main¬ 
taining  the  substantive  integrity  of  Sub¬ 
part  C  as  adopted,  all  referenced  sec¬ 
tions  and  subparts  of  the  proposed  pro¬ 
cedural  regulations  not  adopted  in  the 
final  form  are  being  adopted  as  proposed 
as  interim  procedures.  Should  any  of 
these  cross-referenced  sections  be 
(Knitted  or  roiumbered  when  other  sub¬ 
parts  are  finally  published,  or  cease  to 
be  germane,  appropriate  modifications  in 
the  provisions  of  Subpart  C  will  be  made 
at  that  time. 

13.  Language  has  been  added  in 
S  2.203(a)  to  make  dear  that  re<iulre- 
ments  relating  to  separation  of  func¬ 
tions  and  ex  parte  communications 
aFK>ly  to  any  members  of  the  Office  of 
the  Chief  Counsel  of  FDA  who  may  be 
advising  the  bureau  reqx>nsible  for  a 
matter  pending  before  a  Board.  On  many 
matters  that  will  come  before  a  Board, 
no  attorney  fr(Hn  the  Office  of  the  Chief 
Counsd  will  have  had  any  (xx;asion  to 


consult  with  or  advise  the  bureau  in¬ 
volved.  In  some  instances,  however,  a 
Board  will  be  convened  after  a  formal 
evidentiary  hearing  has  originally  been 
scheduled.  In  most  such  Instanfics  one 
or  more  attorneys  will  have  been  desig¬ 
nated  to  advise  the  bureau  responsible 
for  the  matter.  Any  attorney  so  assigned 
will  not  later  be  free  to  advise  the 
Board.  (KT  to  consult  with  the  Commis¬ 
sioner  in  the  matter. 

14.  Language  has  been  added  in 
i  2.206(h)  to  make  clear  that  advice 
provided  by  the  Chief  Counsel  of  FDA 
to  a  Board  on  any  matter  of  procedure  or 
any  question  of  legal  authority — the 
matters  on  which  the  Chief  Covnxsel  is 
most  likely  to  be  consulted  by  the 
Board — shall  be  transmitted  in  writing 
and  made  a  part  of  the  public  record 
of  the  proceeding  or.  if  presented  orally, 
shall  be  presented  in  opoi  session  and 
transcribed.  The  purpose  of  this  change 
is  to  forestall  accusations  that  the  Chief 
Council  has  improperly  influenced  the 
deliberations  of  a  Board.  This  does  not 
mean  that  the  Chief  Counsel  may  not, 
upon  request,  discuss  with  a  Board  the 
scope  of  the  agency’s  legal  authority  re¬ 
specting  the  matters  the  Board  is  con¬ 
sidering.  But  ensuring  that  such  advice 
is  part  of  the  public  record  will  enhance 
confidence  in  the  Board’s  deliberations 
and  lay  to  rest  unwarranted  speculation 
about  what  advice  was  given. 

The  Commissioner  previously  reviewed 
the  potential  environmental  imp{u;t  of 
the  proposed  Subpart  C  and  concluded 
that  the  proposed  regulations  would  not 
significantly  affect  the  quality  of  the 
human  environment.  No  changes  have 
been  made  in  the  proposed  regulations 
that  would  alter  this  conclusion.  The 
Commissioner  also  carefully  c<Kisidered 
the  inflation  impact  ot  the  regulations 
as  proposed  and  concluded  that  they  are 
not  likely  to  have  an  inflation  impact  of 
any  kind. 

Therefore,  imder  the  Federal  Food. 
Drug,  and  Cosmetic  Act,  (sec.  201  et  seq., 
52  Stat.  1040  ;  21  U.S.C.  321  et  seq.),  the 
Public  Health  Service  Act  (sec.  1  et  seq., 
58  Stat.  682.  as  amended;  42  UJ3.C.  201 
et  seq.) .  the  Comprehensive  Drug  Abuse 
Prevention  and  Control  Act  of  1970  (sec. 
4.  84  Stat.  1241;  42  UB.C.  257a).  the 
Controlled  Substances  Act  (sec.  301  et 
seq.,  84  Stat.  1253;  21  UJ3.C.  821  et  seq.), 
the  Federal  Meat  Inspection  Act  (sec. 
409(b).  81  Stat.  600;  21  nJ3.C.  679(b)). 
the  Poultry  Products  Inspection  Act 
(sec.  24(b).  82  Stat  807;  21  UB.C.  467f 
(b)),  the  Egg  Products  Inspection  Act 
(sec.  2  et  seq.,  84  Stat.  1620  ;  21  UB.C. 
1031  et  seq.),  the  Federal  Import  Milk 
Act  (44  Stat  1101;  21  UjS.C.  141  et  seq.), 
the  Tea  Importation  Act  (21  UB.C.  41 
et  seq.),  the  Federal  Caustic  Poison  Act 
(44  Stat  1406;  15  U.S.C.  401-411  notes), 
the  Fair  Packaging  and  Labeling  Act 
<80  Stat  1296;  15  n.S.C.  1451  et  seq.), 
and  all  other  statutory  authority  dele¬ 
gated  to  the  Commissioner  (21  CFR 
2.120),  Part  2  is  amended  by  revising 
the  part  heading  as  set  forth  above  and 
by  adding  new  Subpart  C  to  read  as 
follows: 


Subpsft  C — PmMIc  HMring  BrforA  A  PvMic 
Boafd  of  Inquiry 

See. 

2SnO  Scope  of  BUbpert. 
a.aoi  Notice  of  a  public  bearing  before  a 
Public  Board  of  Inquiry, 
agoa  Members  of  a  PuUlc  Board  of  Inquiry. 
a.a08  Separation  of  functions;  ezparte  com¬ 
munications;  administrative  sup¬ 
port. 

a.a04  Submissions  to  a  Public  Board  of  In¬ 
quiry. 

a.206  Disclosure  of  data  and  Information  by 
the  participants. 

a.a06  Proceedings  of  a  Public  Board  of  In¬ 
quiry. 

a.207  Administrative  record  of  a  Public 
Board  of  Inquiry. 

a.a08  examination  of  administrative  record. 
2.209  Record  for  administrative  decision. 

AuTHoairr:  Sec.  201  et  seq..  62  Stat.  1040; 
21  VB.C.  321  et  seq.;  sec.  1  et  seq.,  68  Stat. 
682,  as  amended;  42  UB.C.  201  et  seq.;  sec.  4, 
84  Stat.  1241;  42  UB.C.  257a;  sec.  801  et  seq- 
84  Stat.  1253;  21  UB.C.  821  et  seq.;  sec.  409 
(b),  81  SUt.  600;  21  U.S.C.  679(b);  sec.  24 
(b),  82  Stat.  807;  21  DB.C.  467f(b);  sec.  2  et 
seq.,  84  Stat.  1620;  21  U.S.C.  1031  et  seq.;  44 
Stat.  1101;  21  UB.C.  141  et  seq.;  21  UB.C.  41 
et  seq.;  44  Stat.  1406;  16  UB.C.  401-411  notes; 
80  Stat.  1296;  16  UJS.C.  1461  et  seq.,  and  aU 
other  statutory  authority  delegated  to  the 
Commissioner  (21  CFR  2.120). 

Subpart  C — Public  Hearing  Before  a  Public 
Board  of  lkX|uiry 

§  2.200  Scope  of  subpart. 

Subpart  C  governs  the  practices  and 
procedures  applicable  whenever: 

(a)  The  Commissioner  concludes.  In 
his  discretion,  that  it  Is  in  the  public 
interest  to  hold  a  public  hearing  before 
a  Public  Board  of  Inquiry,  hereinafter 
referred  to  as  a  “Board,”  with  respect  to 
any  matter,  or  class  of  matters,  of  im¬ 
portance  pending  before  the  Food  and 
Drug  Administration. 

(b)  Pursuant  to  specific  provisions  in 
other  sections  of  this  chapter,  a  matter 
pending  before  the  Food  and  Drug  Ad¬ 
ministration  is  subject  to  a  public  hear¬ 
ing  before  a  Board. 

(<:)  A  person  who  has  a  right  to  an 
opportunity  for  a  formal  evidentiary 
public  hearing  under  Subpart  B  of  this 
Part  waives  that  opportunity  and  in  lieu 
thereof  requests  pursuant  to  9  2.117  the 
establishment  of  a  Board  to  act  as  an  ad¬ 
ministrative  law  tribunal  with  respect  to 
the  matters  involved,  and  the  Commis¬ 
sioner,  in  his  discretion,  accepts  this 
request. 

§  2.201  Notice  of  a  public  hearing  be¬ 
fore  a  Public  Board  of  Incpury. 

If  the  Commissioner  determines  that 
a  Board  should  be  established  to  conduct 
a  public  hearing  on  any  matter,  he  shall 
publish  in  the  Fbdexai.  Register  a  no¬ 
tice  of  hearing  setting  forth  the  follow¬ 
ing  information: 

(a)  If  the  hearing  is  pursuant  to  9  2.- 
200  (a)  or  (b),  all  applicable  Informa¬ 
tion  described  in  9  2.117(e) . 

(1)  If  any  written  document  is  to  be 
the  subject  matter  of  the  bearing,  it 
shall  be  published  as  part  of  the  notice, 
or  reference  shall  be  made  to  It  if  it  has 
already  been  published  in  the  Federal 
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Rcgistek,  or  the  notice  shall  state  that 
the  document  is  available  from  the 
Hearing:  clerk  or  an  agency  employee 
designated  in  the  notice. 

(2)  For  purposes  of  any  hearing  pur> 
suant  to  $2,200  (a)  or  (b).  all  paiiici- 
pants  who  file  a  notice  of  appearance 
pursuant  to  $  2.117(e)  (6)  (ii)  shall  be 
deemed  to  be  parties  and  shah  be  entitled 
to  participate  in  selection  of  the  Board 
pursuant  to  $  2.203(b). 

(b)  If  the  hearing  is  in  lieu  of  a  formal 
evidentiary  hearing  as  provided  in  $  2.- 
200(c),  all  of  the  Information  described 
in  $  2.117(e). 

/  §  2.202  Member!)  of  a  Public  Board  of 
Inquirv. 

(a)  All  members  of  a  Board  shall  have 
medical,  technical,  scientific,  or  other 
qualifications  relevant  to  the  issues  to  be 
considered  at  the  hearing,  shall  be  sub¬ 
ject  to  the  conflict  of  interest  rules  ap¬ 
plicable  to  special  government  employ¬ 
ees,  and  shall  be  free  from  bias  or  prej¬ 
udice  with  respect  to  the  issues  involved. 

A  member  of  a  Board  may  be  a  full-time 
or  part-time  Federal  government  em¬ 
ployee  or  may  serve  on  a  Food  and  Drug 
Administration  advisory  committee  but, 
exc^t  with  the  agreement  of  all  parties, 
shall  not  currently  be  a  full-time  or  part- 
time  employee  of  the  Food  and  Drug  Ad¬ 
ministration  or  otherwise  act  as  a  spe¬ 
cial  government  employee  of  the  Food 
and  Drug  Administration. 

(b)  The  director  of  the  bureau  of  the 
Fo<xi  and  Drug  Administration  respon¬ 
sible  for  the  matter  which  is  the  subject 
of  a  public  hearing  before  a  Board,  the 
other  parties  to  the  proceeding,  and  any 
person  whose  petition  is  the  subject  of 
the  hearing,  shall,  within  30  da3rs  after 
publication  of  the  notice  of  hearing  in 
the  Federal  Register,  each  submit  to 
the  Hearing  Clerk  the  names  and  full 
curricula  vitae  of  five  nominees  for  mem¬ 
bers  of  the  Board.  Nominations  diall 
state  that  the  nominee  is  aware  of  the 
nomination,  is  interested  in  becoming  a 
member  of  the  Board,  and  appears  to 
have  no  conflict  of  interest. 

(1)  Any  two  or  more  persons  entitled 
to  sutoiit  nominees  may  in  consultation 
with  each  other  agree  upon  a  Joint  list 
of  five  qualified  nominees. 

(2)  In  addition  to  being  filed  with  the 
Hearing  Clerk,  the  lists  of  nominees  and 
comments  thereon  shall  be  submitted  to 
the  persons  who  are  entitled  to  sub¬ 
mit  a  list  of  nominees  pursuant  to  this 
paragraph  but  not  to  all  participants. 
They  shall  be  held  in  confidence  by  the 
Hearing  Clerk  as  part  of  the  adminis¬ 
trative  record  of  the  proceeding  and  shall 
not  be  available  for  public  disclosure,  and 
shall  similarily  be  held  in  confidence  by 
all  persons  who  submit  or  receive  them. 
This  portion  of  the  administrative  record 
shall  remain  confidential  but  shall  be 
available  for  Judicial  review  in  the  event 
that  it  becomes  relevant  to  any  issue 
before  a  court. 

(3)  Within  10  days  after  receipt  of 
such  names  of  nominees,  such  persons 
may  submit  comments  to  the  Hearing 
Clerk  on  whether  the  nominees  of  the 
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other  pwsons  meet  the  criteria  estab¬ 
lished  In  paragraph  (a)  of  this  section. 

(c)  After  reviewing  the  lists  of  nomi¬ 
nees  and  any  comments  thereon,  the 
Commissioner  shall  choose  three  qualified 
persons  as  members  of  a  Board.  One 
member  shall  be  chosen  from  the  lists 
of  nominees  submitted  by  the  director 
of  the  bureau  responsible  for  the  matter 
and  by  any  person  whose  petition  is  the 
subject  of  the  hearing.  The  second  mem¬ 
ber  shall  be  chosen  from  the  lists  of 
nominees  submitted  by  the  other  par¬ 
ties.  The  Commissioner  shall  then  choose 
the  third  member  from  any  source,  who 
shall  be  the  Chairman  of  the  Board. 

(1)  If  the  Commissioner  is  unable  to 
find  a  qualified  person  with  no  conflict  of 
Interest  from  among  a  list  of  nominees 
submit^d,  or  if  additional  information  is 
needed,  the  Commissioner  shall  request 
once  from  the  party  Involved  the  sub¬ 
mission  of  such  additional  nominees  or 
information  as  is  necessary  to  (^o<Ke  a 
qualified  member  of  the  BoEU*d  n(Hn- 
inated  by  that  person. 

(2)  If  a  person  fails  to  submit  a  list 
of  nominees  as  required  by  paragraph 
(b)  of  this  section,  the  Commissioner 
may  choose  a  qualified  person  in  lieu  of 
a  person  nominated  by  that  person  with¬ 
out  further  consultation  with  that 
person. 

(3)  The  Commissioner  shall  announce 
the  members  of  a  Board  by  filing  a  mem- 
orandxun  in  the  record  of  the  proceeding 
and  sending  a  copy  to  each  participant 
who  has  filed  a  notice  of  appearance. 

(d)  In  lieu  of  the  procedure  for  selec¬ 
tion  of  the  members  of  a  Board  specified 
in  paragraphs  (b)  and  (c)  of  t^  sec¬ 
tion,  the  director  of  the  bureau,  the  other 
party  or  parties  to  the  proceeding,  and 
any  person  whose  petition  is  the  subject 
ot  the  hearing,  may,  with  the  approval 
of  the  Commissioner,  agree  that  any 
standing  advisory  committee  listed  in 
$  2.330  shall  constitute  the  Board  for  a 
particular  proceeding,  or  that  another 
pnx^edure  shall  ^  used  for  selection  of 
the  monbers  of  the  Board,  or  that  the 
Board  shall  consist  of  a  larger  number 
of  members. 

(e)  The  members  of  a  Board  shall 
serve  as  ccmsultants  to  the  Commissioner 
and  shall  be  special  government  employ¬ 
ees  or  government  employees.  A  Board 
shall  function  as  an  administrative  law 
tribunal  in  the  proceeding  and  is  not  an 
advisory  committee  subject  to  the  re.- 
quirements  of  the  Federal  Advisory  Com¬ 
mittee  Act  or  Subpart  D  of  this  Part. 

(f)  The  chairman  of  a  Board  shall 
have  the  authority  of  a  presiding  ofBcer 
set  out  in  $  2.142. 

§  2.203  Separation  of  functions;  ex 
parte  communications;  adnunistra* 
tive  support. 

(a)  All  proceedings  of  a  Board  shall 
be  subject  to  the  provisions  of  $  2.13,  re¬ 
lating  to  separation  of  functions  and  ex 
parte  communications.  Representatives 
of  the  participcmts  in  any  proceeding 
before  a  Board,  including  any  members 
the  OflElce  of  the  Chief  Counsel  of  the 
Food  and  Drug  Administration  assigned 
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to  advise  the  bureau  responsible  for  the 
matter,  shall  have  no  conact  with  the 
members  of  the  Board,  except  as  partici¬ 
pants  in  such  proceeding,  and  shall  not 
participate  in  the  deliberations  of  the 
Board. 

(b)  Administrative  support  for  a 
Board  shall  be  provided  only  by  the  ofiBce 
of  the  Commissioner  and  the  Office  of 
the  Chief  Counsel  for  the  Food  and  Drug 
Administration. 

§  2.204  Submissions  to  a  Public  Board 
of  Inquiry. 

(a)  All  submissions  relating  to  a  hear¬ 
ing  before  a  Board  shall  be  filed  with 
the  Hearing  Clerk  pursuant  to  $  2.5. 

(b)  A  copy  of  any  such  submission 
shall  be  sent  by  the  person  making  the 
submission  to  each  participant  in  the 
proceeding,  except  as  provided  in  $$  2.202 
(b)(3)  and  2.208  and  except  that  sub¬ 
missions  of  documentary  data  and  in¬ 
formation  may  but  are  not  required  to  be 
sent  to  each  participant.  Any  transmittal 
letter,  summary,  statement  of  position, 
certification  piu-suant  to  paragraph  (d) 
of  this  section,  or  similar  document  ac¬ 
companying  a  submission  of  documen¬ 
tary  data  and  information  shall  be  sent 
to  each  participant  pursuant  to  this 
paragraph. 

(c)  Any  such  submission  shall  be  sent 
as  reqqired  by  paragraph  (b)  of  this 
section  by  mailing  it  to  the  address 
shown  in  the  notice  of  appearance  or  by 
personal  delivery. 

(d)  All  submissions  pursuant  to  this 
section  shall  be  accompanied  by  a  signed 
certification  stating  the  extent  to  which 
the  submission  has  been  served  on  each 
participant,  or  is  exempt  from  such  serv¬ 
ice,  pursuant  to  paragraph  (b)  of  this 
section. 

(e)  No  written  submission  or  other 
portion  of  the  administrative  record 
shall  be  held  in  confidence,  except  as 
provided  in  SS  2.202(b)  (3)  and  2.208. 

(f)  Any  participant  who  believes  that 
compliance  with  the  requirements  of  this 
section  constitutes  an  unreasonable  fi¬ 
nancial  burden  may  submit  to  the  Com¬ 
missioner  a  petition  to  participate  in 
forma  pauperis. 

(1)  Such  petition  shall  be  pursuant  to 
$  2.7,  except  that  the  heading  shall  be 
“REQUEST  TO  PARTICIPATE  IN 
FORMA  PAUPERIS,  DOCKET  NO. 
_ ”  Pursuant  to  the  guidelines  es¬ 
tablished  in  $  4.43  (b)  and  (c)  of  this 
chapter,  such  petition  shall  demonstrate 
that  either  (i)  the  person  is  indigent  and 
his  participation  has  a  strong  public 
interest  Justification,  or  (ii)  such  partic¬ 
ipation  is  in  the  public  interest  because 
it  can  be  considered  primarily  as  bene¬ 
fiting  the  general  public. 

(2)  If  the  Commissioner  grants  such 
petition,  the  participant  shall  be  per¬ 
mitted  to  file  only  one  copy  of  each 
submission  with  the  Hearing  CHerk,  and 
it  shall  be  the  responsibility  of  the  Hear¬ 
ing  Clerk  to  make  sufficient  additional 
copies  for  the  administrative  record  and 
to  serve  a  copy  upon  each  other 
participant. 
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§  2^05  Disclosure  of  data  and  informa¬ 
tion  by  the  participants. 

(a)  Before  the  notice  of  hearing  is 
published  pursuant  to  S  2.201.  the  direc¬ 
tor  of  the  bureau  responsible  for  the  mat¬ 
ters  involved  in  the  hearing  shall  submit 
to  the  Hearing  Clerk: 

(1)  The  relevant  portions  of  the  exist¬ 
ing  administrative  record  of  the  pro¬ 
ceeding.  Those  portions  of  the  adminis¬ 
trative  record  of  the  proceeding  which 
are  not  relevant  to  the  issues  to  be  con¬ 
sidered  at  the  public  hearing  shall  not  be 
submitted  to  the  Hearing  Clerk  or  placed 
on  public  display  and  shall  not  be  part 
of  the  administrative  record  of  the  pro¬ 
ceeding. 

(2)  A  list  of  all  persons  whose  views 
will  be  presented  orally  or  in  writing  at 
the  hearing. 

(3)  All  documents  in  his  files  contain¬ 
ing  factual  data  and  information,  wheth¬ 
er  favorable  or  unfavorable  to  his  posi¬ 
tion,  which  relate  to  the  Issues  involved 
in  the  hearing. 

(4)  All  other  documentary  data  and 
information  on  which  he  relies. 

(5)  A  signed  statement  that,  to  the 
best  of  his  knowledge  and  belief,  the  sub¬ 
mission  complies  with  the  requirements 
of  this  section. 

(b)  Within  the  time  prescribed  in  the 

notice  of  hearing  published  pursuant  to 
S  2.201,  each  participant  shall  submit  to 
the  Hearing  Clerk  all  data  and  informa¬ 
tion  specified  in  paragraph  (a)  (2) 

through  (5)  of  this  section,  and  any 
objections  with  respect  to  the  complete¬ 
ness  of  the  administrative  record  filed 
pursuant  to  paragraph  (a)  (1)  of  this 
section. 

(c)  The  submissions  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section  may 
be  supplemented  later  in  the  proceeding, 
with  the  approval  of  the  Board,  upon  a 
showing  that  the  views  of  the  persons  or 
the  material  contained  in  the  supplement 
were  not  known  or  reasonably  available 
when  the  initial  submission  was  made  or 
that  the  relevance  of  the  views  of  the 
persons  or  the  material  contained  in  the 
supplement  could  not  reasonably  have 
been  foreseen. 

(d)  The  failure  to  comply  with  the 
provisions  of  this  section  in  the  case  of  a 
participant  shall  constitute  a  waiver  of 
the  right  to  participate  further  in  the 
hearing  and  in  the  case  of  a  party  shall 
constitute  a  waiver  of  the  right  to  a  hear¬ 
ing. 

(e)  The  Chairman  of  the  Board  shall 
rule  on  questions  relating  to  this  section. 
Any  participant  dissatisfied  with  any 
such  ruling  may  petition  the  Commis¬ 
sioner  for  interlocutory  review  of  that 
ruling. 

§  2.206  IVocoediiiftN  of  a  Public  Board 
of  Inquiry. 

(a)  The  purpose  of  a  Board  is  to  re¬ 
view  medical,  scientific,  and  technical  is¬ 
sues  fairly  and  expeditiously  in  order  to 
reach  a  reasoni^le  decision  that  is 
soimd  from  a  medical,  scientific,  and 
technical  standpoint.  The  proceedings  of 
a  Board  shall  be  conducted  in  the  man¬ 
ner  of  a  scientific  inquiry  rather  than  as 
a  legal  triaL 


<b)  Prior  to  the  first  hearing  of 
a  Board,  all  participants  in  the  hearing 
shall  have  submitted  to  the  Hearing 
Clerk  the  data  and  information  required 
to  be  disclosed  pursuant  to  S  2.205,  sub¬ 
ject  to  the  sanctions  specified  in 
i  2.295(d). 

(c)  The  Chairman  of  a  Board  shall 
call  the  first  hearing  of  the  Board  at  a 
reasonable  time  subsequent  to  receipt  of 
the  data  and  information  specified  in 
paragraph  (b)  of  this  section.  Notice  of 
the  time  and  location  of  such  hearing 
shall  be  published  in  the  Fxdksal  Regis¬ 
ter  at  least  15  days  in  advance  and  the 
hearing  shall  be  open  to  the  public. 
The  director  of  the  bureau  responsible 
for  the  matter,  the  other  parties,  and 
all  other  participants  shall  have  an 
opportunity  at  the  first  hearing  to 
make  an  oral  presentation  of  the  data, 
information,  and  views  which  in  their 
opinion  are  pertinent  to  resolution  of  the 
issues  being  considered  by  a  Board. 
The  Chairman  shall  determine  the  order 
in  which  these  presentations  shall  be 
made.  Each  Initial  presentation  shall  be 
made  without  interruption  from  other 
participants,  but  members  of  the  Board 
may  ask  any  questions  that  they  wish. 
At  the  conclusion  of  each  presentation, 
each  of  the  other  participants  may 
briefly  state  questions  and  criticism  of 
the  presentation  and  may  request 
that  the  Board  conduct  further  question¬ 
ing  with  respect  to  specified  matters. 
The  Chairman  and  members  of  the 
Board  may  then  ask  further  questions, 
and  the  Chairman  may  permit  any  other 
participant  in  the  proceeding  to  ask 
questions  if  he  determines  this  will 
facilitate  resolution  of  the  issues. 

(d)  The  hearing  shall  be  Informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  re¬ 
lating  to  the  admissibility  of  data,  in¬ 
formation,  and  views  shall  be  made  or 
considered,  but  other  participants  may 
comment  upon  or  rebut  all  such  data. 
Information,  and  views.  No  participant 
may  interrupt  the  presentation  of 
another  participant  for  any  reason. 

(e)  Within  the  time  specified  by  a 
Board  after  its  first  hearing  is  concluded, 
each  participant  in  the  proceeding  may 
submit  in  writing  such  rebuttal  data,  in¬ 
formation,  and  views  as  he  believes  rele¬ 
vant  to  the  issues,  in  accordance  with  the 
requirements  of  §  2.206.  The  Chairman 
of  the  Board  shall  thereafter  schedule  a 
second  hearing  if  requested  and  Justified 
by  any  participant.  A  second  hearing, 
and  any  subsequent  hearing,  shall  be 
called  only  if  the  Chairman  concludes 
that  it  is  necessary  for  the  full  and  fair 
presentation  of  information  that  cannot 
otherwise  adequately  be  considered  and 
for  the  proper  resolution  of  the  issues 
involved.  Notice  of  the  time  and  location 
of  any  such  subsequent  hearings  shall 
be  published  in  the  P^deral  Register  at 
least  15  days  in  advance  of  the  date  of 
such  hearing  and  the  hearings  shall  be 
open  to  the  public. 

(f )  A  Board  may  consult  with  any  per¬ 
son  who  it  concludes  may  have  data,  in¬ 
formation,  or  views  relevant  to  resolu¬ 
tion  of  the  issues  involved. 


(1)  Such  consultation  shall  occur  only 
at  an  announced  hearing  of  a  Board,  and 
all  participants  shall  have  the  right  to  be 
present  and  to  suggest  or,  with  the  per¬ 
mission  of  the  Chairman,  conduct  ques¬ 
tioning  of  such  consultant  and  to  pre¬ 
sent  rebuttal  data,  information,  and 
views,  as  provided  in  paragraphs  (c)  and 
(d)  of  this  section,  except  that  written 
statements  may  be  submitted  to  the 
Board  with  the  consent  of  all  partici¬ 
pants. 

(2)  Any  participant  may  submit  to  the 
Board  a  request  that  it  consult  with  a 
specific  person  who  may  have  data,  infor¬ 
mation,  or  views  relevant  to  the  resolu¬ 
tion  of  the  issues.  Such  requests  shall 
state  the  reasons  why  the  person  named 
should  be  consulted  and  why  the  views 
of  that  person  cannot  reasonably  be  fur¬ 
nished  to  the  Board  by  any  means  other 
than  having  the  Food  and  Drug  Admin¬ 
istration  arrange  for  his  appearance  at 
a  hearing  of  the  Board.  The  Board  may, 
in  its  discretion,  grant  or  deny  such  a 
request. 

(g)  All  headings  of  a  Board  at  which 
data,  information,  and  views  are  pre¬ 
sented  shall  be  transcribed.  All  such 
hearings  shall  be  open  to  the  public, 
except  that  the  presentation  of  data  and 
information  which  are  prohibited  from 
public  disclosure  pursuant  to  the  provi¬ 
sions  of  S  2.5(J)  (3)  shall  be  closed  to  all 
persons  except  the  persons  making  and 
participating  in  the  presentation  and 
Federal  Government  Executive  Branch 
employees  and  special  government  em¬ 
ployees.  At  least  a  majority  of  the  mem¬ 
bers  of  the  Board  shall  be  present  at 
every  hearing.  The  executive  sessions  of 
a  Board,  during  which  a  Board  deliber¬ 
ates  on  the  issues,  shall  be  closed  and 
shall  not  be  transcribed.  The  report  of 
the  Board  shall  be  voted  upon  by  all 
members  of  the  Board. 

(h)  All  legal  questions  shall  be  referred 
to  the  C^lef  Counsel  for  the  Food  and 
Drug  Administration  for  resolution.  Any 
advice  on  any  matter  of  procedure  or 
any  question  of  legal  authority  provided 
by  the  Chief  Counsel  shall  be  transmitted 
in  writing  and  made  a  part  of  the  record 
or  presented  in  open  session  and  tran¬ 
scribed. 

(I)  After  the  conclusion  of  all  public 
hearings  a  Board  shall  announce  that  the 
record  is  closed  with  respect  to  the  gath¬ 
ering  of  data  and  Information.  The 
Board  shall  provide  an  opportunity  for 
all  participants  to  submit  a  written 
statement  of  their  positions,  with  pro¬ 
posed  findings  and  conclusions,  and  may, 
in  its  discretion,  provide  an  opportunity 
for  participants  to  summarize  their  posi¬ 
tions  orally  to  assist  the  Board  in  its 
deliberations  on  the  issues  involved. 

(J)  At  the  conclusion  of  its  delibera¬ 
tions,  a  Board  shall  prepare  its  decision 
on  all  of  the  issues,  which  shall  include 
specific  findings  an(l  references  support¬ 
ing  and  explaining  its  conclusions,  and 
a  detailed  statement  of  the  reasoning  on 
which  the  conclusions  are  based.  Any 
member  of  the  Board  may  file  a  separate 
report  stating  additional  or  dissenting 
views. 
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§  2^07  Administrative  record  of  a  Pub* 
lie  Board  of  Inquiry. 

ift)  The  administrative  record  of  a 
hearing  before  a  Board  shall  consist  of 
the  following: 

(1)  All  relevant  Federal  Register 
notices. 

^  (2'  All  written  submissions  pursuant 
to  I  2.204. 

(3)  The  transcripts  of  all  hearings  of 
the  Board. 

(4)  The  recommended  or  initial  deci¬ 
sion  of  the  Board. 

(b)  The  record  of  the  administrative 
proceeding  shall  be  closed: 

(1)  With  respect  to  the  gathering  of 
information  and  data,  at  the  time  sped- 
fled  in  $  2.206(1). 
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(2)  With  respect  to  pleadings,  at  the 
time  q?ecifled  in  9  2.206(1)  for  the  filing 
of  a  written  statement  of  position  with 
proposed  findings  and  conclusions. 

'  (c)  The  Board  may,  in  its  discretion, 
rec^n  the  record  to  receive  further  evi¬ 
dence  at  any  time  prior  to  the  filing  of 
a  recommended  or  initial  decision. 

§  2.208  Examination  of  administrative 
record. 

(a)  The  availability  for  public  exami¬ 
nation  and  copying  of  each  document 
which  is  a  part  of  the  administrative 
record  of  the  hearing  shfill  be  governed 
by  the  provisions  of  9  2.5(J).  Each  docu¬ 
ment  which  is  available  for  public  ex¬ 
amination  or  copying  shall  be  placed  on 
public  display  in  the  office  of  the  Rear¬ 


ing  Clerk  promptly  upon  receipt  In  that 
office. 

(b)  Lists  of  nominees  and  conunents 
thereon  submitted  pursuant  to  9  2.202 
(b)  (3)  shall  be  subject  to  the  provisions 
of  9  2.5(J)(3). 

§  2.209  Record  fur  «dm)nistrative  deci¬ 
sion. 

The  administrative  record  of  the  hear¬ 
ing  specified  in  9  2.207(a)  shall  consti¬ 
tute  the  exclusive  record  for  decision. 

Effective  date.  These  regulations  shall 
be  effective  July  28,  1976. 

Dated;  June  18, 1976. 

<  A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
[FR  DOC.7S-18460  Filed  e-3a-76;8:45  am] 
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